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REMARKS 

^1 Cairns 2-5 wc,« p..vious, y . The —en. * U. *° 

„„p,ic. t io„ ... which prescu «W- — • H» «. Cim o. pnonly w,„ 

! on ,hc f.iin* ^ip< of UK pn,cn, »PP^™. App.o.n.s CV»» 

cU. MO, 21. 22 and 24-34, and 35 U-S.C. 5103M -*-*» «* "" d " ° V " 

doling (f/ flA 

6.512 .0 22 B2V 

t„„, ^ »PP"on is.^Wo,,,, »pphc*„ o,U. S . No. 
v „ Aug- 2, 2000 and now issued .0.1 WW*. The prion* d..c oUnc P«cn, «PP'-°»- 
<fe V* V «, 1. Au B - 2. 2000 and «k To„ e is no, valid ***** «** «" 
0^ Wi.hdn.wal of Ihc .15 U.S.C. 8103(a) rejection is respectfully requested. 

' t *° 

^ The Off.cc Action allies ,hc specir.cation must he anredc. -o — h" 

from the following patents: 

(1) BP 959069 ^ /»r»c«*/or ife Preparation of 1 3-Ch-Retinoic Acid 

(2) WO90/48866 /Toc ^v/or <te ^/»ra/- ( »» of 1 3-Cis-Ketinoic Acid 

(3) lil'742204 Photochemical Method for (he Preparation of / 3-Cis-Retinoic Acid 
(A) W097/39745 f/.vc of Inhaled Retinoids in the Prevention of Cancer 

(5) W094/12285 Dispensing Device 

(6) W(J94/1 4543 Dispensing Device 

(7) W095/26234 Dispensing Device 

(8) WO95/20235 Dispensing Device 
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(9)WO9532807 Dispensing Device 



W ~ - — K *. speci^ion be tended » e^cn* d.sc.ose «,e 
referenced subject mailer. No reason Inr lilt request was provided. The MPEP ^"^'"^^ 
between esson.ia. and _,i„l subjee, nraUer and .he ,»rter -V be .ncorpora.ed bv 
10 foreign patents or patent applications. 

"Essential Matter" is defined as that which is necessary to (1 ) describe 
^invention, (2) provide an enabling d.sc bs.re o t thl5 « 
invention, or (3) describe the best mode (35 U.S.C. 112)... 

Nonessential subject matter may be incorporated by reference to < 1 ) 
o- ents or applications published by the United State* or foreign . 
co S es a regional patent offices . . . Nonessential subject matter ,» 

ecrmam-r refened to for the purposed of indicating the background 
of the invention or illustrating the state o< the art. 
(MPEP 8608.01 (p)l. A.) 

All of the claims in the instant application arc methods of treating lung diseases with 1 3-,v.v- 
rctinoic acid or pharmaceutical compositions containing 1 3-cM-retinoie acid. References ( 1 ) - (3) 
refer to methods to prepare 1 3^-retinoic acid. None of the claims in the instant applied are 
compound claims to 1 3-^-rctinoic acid or methods to prepare the same. In fact, 1 3-v-ret,no,c 
a cid is commercially available (see, Sigma-A.drich online catalog product number K325S). 
Thus these references merely provide background materia, relating to how this known compound 
could be prepared. Reference (4) describes methods of treating cancer with natural ret.no.d. 
The present application does not relate to the treatment of cancer. References (5)-(9) related to 
elcctrohydroclynamie dispensing devices which produce a finely divided spray of „qu,d droplets. 
The present invention e.aims formulations which can b- dispensed fro, elcctrohydrodynam.c 
dispensing devices (see, , Example S); however, dispensing devices are not claimed. Thus aH 
the references merely provide background information rather than essentia, subject matter. 

Applicants rcouest the retirement to an.cnd the disclosure be withdrawn or that the Examiner 
indicate the subject matter that is regarded as essential. 

T h.,O0L~^ 
rejeaionjjr^ 

BUCKWALLV12I081V1 " 8 ' 



05/15/03 THU 20:28 [TX/RX NO 9333] @]010 



ROCHE BIOSCIENCE PUT ID :6508555322 MAY 1S'03 17:19 No. 003 P. 11 

ATTORNET oSlliT NO. RO()86B-raV 



App ,ioa„, S assert tha, the action ,» make .he P rcviou s Office Ac„„n „„„ ,s prematu e. The 
JL.CS in .he previous O0V, Action either were new depend, cUtms to — , of 
emphysema or newly added claims u. Ueauncn, of chronic pulmonary „bs,ruc„vc duteaac 
(COP,,) The Cairns MMWkJiW wee for «d colons ^ *. * 

The new reference is rdated to ,he trCmco, of emphysema. This 
„I been applied ,o the original Cairns be,, for the fee, «,at«he pa.cn, w» on,, granted cbr,,«,y 
4 2001 The new reference eoukl not have been cited earlier because i, did no, «.* .nd ,s 
aurelatcd ,o ,he new claims added by amendment. Applicants argue ,his dearly was new ground, 
for rejection and » further argument* should be allowed and this amendment omened ,n,o the 
reeord. Review and rccomlderalion of the final rejection is eamcsUy soltetled. 

CONCLUSIONS 

Applicants argue tha, the previous final Office Action was prendre and re,u«. reeon S ider„, io „ 
o„„c final reieetion. The presen, amendment only de,e,c cisting el.ints. Moreover the d* o, 
the newly cited refcrenee i S after the priority date of.be application and .herefore is no. a vahd 
referenee Arguments «™ made that ,he requirement to amend .he s peeif,calion was tmoceessary. 
No additional search is required and no new issues have been raised. Applieants believe ,he 
applieation is in condition for allowance. ,*„y ofthe amendment and favorable ,c,ion on ,he 
application arc respectfully requested. 

No additional fees should be due with this application; however ifany fee is required the 
F.*aminer is authorized to charge the fee to Deposit Account 18-1700. 

If the Examiner believes that an interview will advance prosecution or aid in the favorable 
consideration of this amendment, the Examiner is rcspcctfu.ly invited to contact the appl.ean.'s 

representative at 605-855-6995. 
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Respectfully submitted, 




By: Brian L. BocWwallcr 
Registration "No. 46,585 
Agent for Applicant 



May 15, 2003 
Ruche Palo Alto U*C 

1431 llillvicw Avenue, Palo Alto, CA 9430-1-1397 
Telephone 650-855-6995 
Telecopier 650-855*5322 
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